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before this Authority (see Rule 70. 16 and Section 607 of the Administrative Instructions under the PCT). 

These annexes consist of a total 
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applicability; citations and explanations supporting such statement 
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I. Basis of the report 

1. With regard to the elements of the in 



j the description: 
pages 1-176 as originally fi 




filed with the di 

with die letter of _ 



- filed 

as amended (together with any statement) under Article 19 
filed with the demand 

filed with the letter of 



l as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of • 

| | the sequence listing part of the description: 

pages NONE , as originally filed 

pages NONE 1 , filed with the demand 

pages NONE , filed with the letter of . 

2. With regard to the language, all the elements marked above were available or furnished to mis Authority in the 
language in which the international application was filed, unless otherwise indicated under mis item 

These elements were available or furnished to this Authority in the following language which is: 

| the language of a translation furnished for the purposes of international search (under Rule23. 1(b)). 
[ the language of publication of the international application (under Rule 48.3(b)). 

[ the language of the translation furnished for the purposes of international prehminary examination(under Rules 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino add sequence disclosed in the international application, the 
international preliminary examination was carried out on me basis of the sequence listing: 

| | contained in the international application in printed form. 

| filed together with the international application in computer readable form 

j furnished subsequently to this Authority in written form. 

| furnished subsequently to this Authority in computer readable form 

| The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 

international application as filed has been furnished. 
| | The statement that the information recorded in computer readable form is identical to the written sequence listing 

has been furnished. 1 

4. [X] The amendments have resulted in the cancellation of: 

|3 the description, pages NONE 

[X] the claims, Nos. NONE 

[>3 the drawings, sheets/fig NONE 

5 . This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to i 
this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rules 70.16 and 70. 17). 
** Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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Claims NONE 
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Industrial Applicability (IA) 


Claims 1-42 




YES 




Claims NONE 




NO 



2. CITATIONS AND EXPLANATIONS 

Claims 1-42 meet the criteria of PCT Article 33(2) because the cited prior art does not teach the particular composition 
being useful in a method of treating or reducing the risk of developing a depressive disorder. 

Claims 1-42 lack an inventive step under PCT Article 33(3) as being obvious over US 5,680,1 17 in view of WO 99/24041 
and WO 96/27372. 

US 5,880,117 discloses that increasing testosterone levels in a male especially after age 35 is useful in treating depression 
due to a slow decline in testosterone levels (see column 1 , lines 6-17). 

WO 99/24041 discloses that a transdermal or topical pharmaceutical composition comprising testosterone in the instant 
claimed amount (see page 5 lines 12-14, a penetration-enhancer such as oleic acid (a fatty acid having 17 carbon atoms 
see page), C1-C4 alcohol such as ethanol, 2-propanol in the instant claimed amount (see page 6 lines 6-8), and the gelling 
agent a polyacrylic acid in the instant claimed amount (CARBOPOL, also known as Carbomer see page 3 line 4 and page 5 
line 23-24, page 6 line 29-32), is useful or has utility in treating people or mammals suffering with systemic testosterone 
deficient disorders (see page 14 lines 10-11). See also abstract, page 3 lines 1-5, particularly Example 1 at page 10, 
Example 9 at page 1 8, Figure 2 and claims 1 -45 of Mak et al. 

WO 96/27372 discloses a topical cream composition useful for treating male erectile dysfunction comprising the particular 
penetration enhancer, isopropyl myristate or glycerine. See abstract and claim 1 and 4. 

One having ordinary skill in the art would have been motivated to employ the particular penetration composition and method 
of Mak and Allen, and optimize the effective amounts of the particular penetration enhancer, isopropyl myristate in the 
compositions in treating depression in a male in need of such a treatment.. 

Claims 1 -42 meet the criteria of PCT Article 33(4) because the claimed methods of treating a male subject having 
depression has industrial applicability in the pharmaceutical art 
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Summary of communication : 



In order to expedite the PCT process, Applicant's attorney gave permission to the examiner to issue the Form 409, the 
International Preliminary Examination Report, directly, since the due date for Form 408 (01 February 2004) have been 



J A copy of this note is being sent to the applicant with Form PCT/IPEAM29. 
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